IN THE CLAIMS 



/. Cancellation of Claims 
Please cancel claims 22-26, 28-52, 56, 5<J, and 65-78, without prejudice or disclaimer. 
77. Substitution of Claims 

Please substitute pending claims 1-5, 27, 53-55, 57, 58, 60-64, and 79, with the 
corresponding amended claims, as shown below: 


1 .\ (Amended) A method of treating hypogonadism in a male subject in need 
thereof, coi&prising administering a composition to a selected area of skin of the male subject in 
a pharmacologically effective amount to treat the hypogonadism, wherein the composition 


comprises 
a) 
b) 


abour 


c) 
d) 
e) 


.1 % to about 10 % testosterone; 
about 30^0 to about 98 % alcohol selected from the group consisting of ethanol, 
and isoprop^nol; 

about 0.1 % tJsabout 5 % isopropyl myristate; 
about 1 % to about 5 % sodium hydroxide; and 
about 0.1 % to about\5 % gelling agent; and 
wherein the percentages are weight toVeight of the composition, and the testosterone is 
absorbed into bloodstream of the subject at a rate and duration that maintains a circulating serum 
concentration of the testosterone greater than stoout 400 ng testosterone per dl serum during a 
time period beginning about 2 hours after administration and ending about 24 hours after 
administration. 

2. (Amended) The method of claita^l , wherein the composition is administered 
daily for at least about 7 days. 
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3. (Amended) The method of\claim 1, wherein the composition is administered 
daily for at least about 30 days. 

4. (Amended) The method of clal^i 1, wherein the composition is administered 
daily for at least about 180 days. 

5. (Amended) The method of claim 1 , \herein the administration of the 
composition exhibits dose proportionality. 


00 


(Amended) The method of claimV , wherein the testosterone comprises an 
enantiomer, a racemic mixture, a derivative, a base, or a salt thereof. 




^3 >3T (Amended) The method of cllaim 1 , wherein the composition administered 
weighs about 1.0 gram to about 10 grams. 

^ < (s4! (Amended) The method of claii^ 1 , wherein the composition administered 
weighs about 2.5 grams to about 7.5 grams. 

(Amended) The method of claim 1 Xwherein the composition administered 
weighs about 2.5 grams to about 5.0 grams. 


Jff. (Amended) The method of clarp 1, wherein the composition comprises about 
0.5 % to about 5 % testosterone. 

(Amended) The method of claimV wherein the composition comprises about 
1 % testosterone. 



(Amended) The method oiclaim 1, wherein the composition comprises about 
0.25 % to about 2.5 % isopropyl myristate. 

(Amended) The method of claim 1, wherein the composition comprises about 
0.5 % isopropyl myristate. 
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30 - 

Jri^ (Amended) The method of claim 1, wherein the gelling agent is polyacrylic 


acid. 


I (Amended) The method of clain^627 wherein the composition comprises about 

(j^^^0.9 % polyacrylic acid. 
(\y " . (Amended) The method of claim 1, Wherein the composition comprises about 


40 % to about 90 % alcohol. 


(Amended) The method o^claim^f wherein the packet compnses 
polyethylene liner between the composition and inner surface of the packet. 
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/J. Addition of Claims 

Please add the following claims: 
- '2P^^ (New) The method of clajjm 1, wherein the serum testosterone concentration is 
maintained between about 400 ng testoste\one per dl serum to about 1050 ng testosterone per dl 
serum. 

(New) The method of claim u , wherein for each about 0. 1 gram per day 
administration of the composition to the skim an increase of at least about 5 ng/dl in serum 
testosterone concentration results in the subjec 

(New) The method of claim 1, wherein the composition is provided to the subject 
for daily administration in a dose of approximately 0.1 g, 2.5 g, 5 g, 7.5 g, or 10 g. 

' (New) The method of claim J82f wfterein the dose is approximately a 5 g dose 

delivering about 50 mg to about 100 mg of testosterone to the skin. 

(New) The method of claim ,&2f wheiein the dose is approximately a 7.5 mg dose 

delivering about 50 mg to about 100 mg of testosterone to the skin. 

jio. (New) The method of claim wherein the dose is approximately a 10 g dose 

delivering 50 mg to about 100 mg of testosterone to the^kin. 
ft ^ ^ 

°)&. (New) The method of claim wherein t\je composition is provided to the 
subject in one or more packets. 

(New) The method of claim 1, wherein maximum serum testosterone 
concentration in the subject is reached about 16 hours after aa^ninistration of the composition on 
day one of administration. 
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(New) The method of claim 1, wherein after at least about 30 days of daily 
administration serum testosterone concentration in the subject is at least about 490 ng/dl to about 
860 ng/dl. 


J&. (New) The method of tlaim 1, wherein after at least about 30 days of daily 
administration serum dihydrotestosterojpe concentration in the subject is greater than about 54 
ng/dl. 

(New) The method of ckhm 1, wherein after at least about 30 days of daily 
administration a ratio of serum dihydrotestosterone concentration to serum testosterone 


concentration of greater than about 0.23 is\achieved in the subject 

J9*f (New) The method of claiml 1, wherein after at least about 30 days of daily 
administration total serum androgen concentration in the subject is greater than about 372 ng/dl. 

2%. (New) The method of claim IV wherein after at least about 30 days of daily 
administration serum estradiol concentration ip the subject is greater than about 28 pg/ml. 
/ 9%*. (New) The method of claim 1 , wherein the subject has primary hypogonadism 
prior to administration. 
; x94. (New) The method of claim wherein after at least about 30 days of daily 
administration serum follicle stimulating hormone\concentration in the subject is less than about 
llmlU/ml. 

(New) The method of claim 1, wherelp the subject has secondary hypogonadism 
prior to administration. 

J&6. (New) The method of claim J>5, wherein after at least about 30 days of daily 
administration serum follicle stimulating hormone concentration in the subject is less than about 
3.7 mm/ml. 
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SI 

Jtf' (New) The methoa of claim 1, wherein the subject has a pretreatment serum 
follicle stimulating hormone concentration greater than a normal range of a normal subject. 

-#S7 (New) The method M claim J)7f wherein after at least about 30 days of daily 
administration the serum follicle stimulating hormone concentration is within or below the 
normal range. 

S3 

£*f. (New) The method of fclaimJ^wherein the subject has a pretreatment serum 
luteinizing hormone concentration greater than a normal range of a subject having primary 
hypogonadism. 

(New) The method of clai m -9*Cw herein after at least about 30 days of daily 

administration serum luteinizing hormone concentration is within the normal range. 
0 II 


JjWT (New) The method of clainJjM^wherein after at least about 30 days of daily 


administration the serum luteinizing hormpne concentration is less than about 6.8 mlU/ml. 

±&2. (New) The method of claim 1, wherein after at least about 30 days of daily 
administration the testosterone has an accumulation ratio in the male subject greater than about 
1.5. 


-If 

185. (New) The method of claim 1\, wherein after at least about 30 days of daily 


administration the testosterone has a net AUQ>-24 in the male subject greater than 220 nmol*h/l 


(New) A method of treating hypogonadism in a male subjectjjwreed thereof, 

comprising: 

(a) preparing a composition which comini s es 

1 ) about 0.1% to jibtfuT 1 0 % testosterone; 

2) about^<f% to about 98 % alcohol selected from the group consisting of 
ethanol, and isopropanol; 
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3) about 0.1 % to about 5 % isopropyl myristat^^ 

4) about 1 % to about 5 % sodiumjaydfoxide; and 

5) about 0.1 % to aboy^5^ gelling agent; and 
(b) applying the copaj5osition to a selected area of skin of the male subject in an 

amount effective to tpafthe hypogonadism; 

wherejH'me percentages are weight to weight of the composition. 


Si 


^4-05^ (New) The method of claim Jjw, wherein the composition is applied for at least 


about 7 days 
6<? 



MtfZT (New) The method of claimU^fTwherein the composition is applied for at least 
about 30 days. 

yol (New) The method of claim JJ94V wherein the composition is applied for at least 
about 180 days. 

' (New) The method of claim Jj94£* wherein the application of the composition 
exhibits dose proportionality. 

(New) The method of claim JjQ^wherein the testosterone comprises an 
enantiomer, a racemic mixture, a derivative, a base\ or a salt thereof. 

If sr . 

(New) The method of claim ^04f wherein the composition applied weighs about 1 
gram to about 10 grams. 

Dtf? (New) The method of claim J4^ wherein the composition applied weighs about 
2.5 grams to about 7.5 grams. 

(New) The method of claim i©C wherein the composition applied weighs about 


2.5 grams to about 5 grams. 
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(el. \ S9 

L Jjfi: (New) The method declaim 1^47 wherein the composition comprises about 0.5 % 

to about 5 % testosterone. 

JW^f. (New) The method of cl^im ■KW, wherein the composition comprises about 1% 

testosterone. 

\ 

H5. (New) The method of claim wherein the composition comprises about 
0.25% to about 2;5 % isopropyl myristate. 

HtT (New) The method of claim\l0*£ wherein the composition comprises about 0.5% 
isopropyl myristate. 

I ^u. (New) The method of claim 4(04, wherein the gelling agent is polyacrylic acid. 

LrST (New) The method of claim Vsn[ wherein the composition comprises about 0.9 % 

V I 

polyacrylic acid. * f 

>i-97 (New) The method of claim W\, wherein the composition comprises about 40% 


to about 90% alcohol. 


(New) The method of claim l#f, Wherein the testosterone is absorbed into the 
bloodstream of the subject at a rate and duration that maintains a circulating serum concentration 
of the testosterone greater than about 400 ng testosterone per dl serum during a time period 
beginning about 2 hours after application and ending about 24 hours after application. 

121. (New) The method of claim 104, whdjrein the serum testosterone concentration is 
maintained between about 400 ng testosterone per dl gferum to about 1050 ng testosterone per dl 
serum during a time period beginning about 2 hours afqpr application and ending about 24 hours 
after application. 


CHDB04 12942385.1 050202 1137C 01917581 


21 


(New) The method\f claim 1^ wherein for each about O.lg/day application of 


the composition to the skin, an increase of at least about 5 ng/dl in serum testosterone 
concentration results in the subject. 

}237 (New) The method of claim wherein the composition is provided to the 
subject for daily application in a dose of approximately 0.1 g, 2.5 g, 5 g, 7.5 g, or 10 g: 


11 


77 


(New) The method of clairA wherein the dose is approximately a 5 g dose 
delivering about 50 mg to about 100 mg of testosterone to the skin. 


X^f. (New) The method of claim 125", wherein the dose is approximately a 7.5 mg 
dose delivering about 50 mg to about 100 mg of testosterone to the skin. 

(New) The method of claim J^5f wherein the dose is approximately a 10 g dose 
delivering 50 mg to about 100 mg of testosterone to the skin. 

(New) The method of claim wherein the composition is provided to the 
subject in one or more packets. 

J2#r (New) The method of claim J^?7 wherein the packet comprises a polyethylene 
liner between the composition and inner surface oi\the packet. 

}2&. (New) The method of claim J^CwHerein maximum serum testosterone 
concentration in the subject is reached about 16 hour^ after application of the composition on day 
one of administration. 

St & 

j^tf (New) The method of claim l&f, wherein after at least about 30 days of daily 

application serum testosterone concentration in the subject is about 490 ng/dl to about 860 ng/dl. 

& & > 

< . 13rf^ (New) The method of claim ]j94f wherein\after at least about 30 days of daily 

application serum dihydrotestosterone concentration in th& subject is greater than about 54 ng/dl. 
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(New) The method of plaim «l#4Twherein after at least about 30 days of daily 
application a ratio of serum dihydroteatosterone concentration to serum testosterone 
concentration of greater than about 0.2$ is achieved in the subject. 

1X5. (New) The method of claim £m, wherein after at least about 30 days of daily 
application total serum androgen concentration in the subject is greater than about 372 ng/dl. 

w \ sir, . 

J^3*^ (New) The method of claim L0*f, wherein after at least about 30 days of daily 
application serum estradiol concentration in the subject is greater than about 28 pg/ml. 
^ (New) The method of claimyL0< wherein the subject has primary hypogonadism 

prior to application. 

c * (New) The method of claim JfeSy wherein after at least about 30 days of daily 

M 

application serum follicle stimulating hormoiJp concentration in the subject is less than about 11 
mlU/ml. 

}2n. (New) The method of claim JjQ^Twherein the subject has secondary 
hypogonadism prior to application. 

9/1 

13-87 (New) The method of claim y^Pf, Wherein after at least about 30 days of daily 
application serum follicle stimulating hormone concentration in the subject is less than about 3.7 
mlU/ml. 

93 , 

1297 (New) The method of claim wherein the subject has a pretreatment serum 
follicle stimulating hormone concentration greater th&n normal range of a normal subject. 

]Ml (New) The method of claim J<£T, wherein after at least about 30 days of daily 
application the serum follicle stimulating hormone concentration is within or below the normal 
range. 
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)J¥C. (New) The method orlclaim JjGX, wherein the subject has a pretreatment serum 
luteinizing hormone concentration greater than a normal range of a subject having primary 
hypogonadal. 

t (New) The method of claim >rf, wherein after at least about 30 days of daily 

application serum luteinizing hormone concentration is within the normal range. 
c J^5* (New) The method of claim\t4l , wherein after at least about 30 days of daily 
application the serum luteinizing hormone concentration is less than about 6.8 mlU/ml. 

]M. (New) The method of claim lJBVwherein after at least about 30 days of daily 
application the testosterone has an accumulation ratio in the male subject greater than about 1.5. 

|4o. (New) The method of claim Xm, wherein after at least about 30 days of daily 
application the testosterone has a net AUCo-24 m the male subject greater than 220 nmol*h/l. 
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